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FDA will advance regulatory science to speed
innovation, improve regulatory decision—

; - making, and get safe and effective products

[ ' :

. to people in need. 21st Century regulatory
science will be a driving force as FDA works
with diverse partners to protect and promote
the health of our nation and the global

community.
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I aS . Ek J I | E M A w Hy ') "I\E ﬂ EMA : European Medical Agency
| ] .
| 'he conference highlighted a range of
EUROPEAN MEDICINES AGENCY
SCIENCE MEDICINES HEALTH . lfl . . I dl h I h
sclentific topics Including the role the
EMA/445280/2010
Regulatory Science: Are regulators leaders or followers? g y p y pp
15 December: European Medicines Agency, London, United Kingdom I t .
Co-Chairs: Eric Abadie and Pat O'Mahony regu a ory Sc I e n ces .
Time Item / Presentation title Presenter, affiliation
09:00 Registration and coffee
10:00 Welcome and Opening
Modelling to support benefit-risk assessment: Will Lawrence Phillips, o
10:15 it enhance our capability and improve on secondment to EMA from F t " Z
transparency? Londen School of Economics J
10:45  Coffee Break
Christian Schneider, Y - —
Are regulators up to speed to address the 2 I) Za &A‘? 74\\ F w —$1ﬁ % } b
11:15 X . o _ chair of EMA CAT, L ~ = T
challenges of biotechnological medicinal products? Bt Ehrlich TASGHIE Germany J A
11:45  Addressing the Efficacy-Effectiveness Gap Hans:Geory EiFh‘Er'
European Medicines Agency ] IRYI S
- £ EF] D FIREN~ D HRE
Health data to support medicines regulation:
13:15 identifying the opportunities, improving the Reter Akt
. T S European Medicines Agency
methods and building the capacity " . . j
: " S o = ] ff — ff A)
2ot Detecting safety issues: will ne_sw scientific . Miriam Sturlj:enbucr_rl, E Icacy E ectlve n ess w V J
developments strengthen public health protection? Erasmus Universiteit, The Netherlands
1415 Coffee B k
offee Brea E *E ! E w W j
- . Rob Hemmings, member of EMA CHMP, ,c'\
Novel Methodologies for Clinical Trials - do we still Sl
14:45 R Medicines and Healthcare products
= : Regulatory Agency, United Kingdom e, v3 - *A S - &
i 7 EXL: DYAN aRRD 73 B
15:15 Taking Stock (leading into discussion session) omas unngrren, n In l
European Medicines Agency
15:45 Interactive Session
Pat O’'Mahony,
16:15 Thank you and Closing chair of EMA Management Board,
Irish Medicines Board, Ireland
> O
16:30 End of conference E } ‘ nnn ¢ 'I:'\ T; h‘ K E ' — T_ﬁ Z
; — ;
——
Tele, ho’r:ebfhc
E—m:.I nfo uropa.eu Website wiw. opa.eu An agency of the European Union m
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